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5. 510(k) Summary

This 510(k) Summary is in accordance with the requirements of the Safe Medical Device Act
(SMDA) of 1990. The content of this 510(k) summary is provided in conformance with 21 CFR
Part 807.92.

5.1 Submitter’s Information

Submitter’s Name: Moshe Pinto, CEO

Company: HDPlus

Address: 257 Humboldt Ct, Sunnyvale, CA 94089

Contact Person: Nancy Gallo, Senior Vice-President, Regulatory Affairs
Phone: 510.682.6505

Facsimile: 408.329.9091

Email: ngallo@homedialysisplus.com

Date of Summary Preparation: March 31, 2014

5.2 Device Information

Trade Name: Tablo™ Cartridge

Common Name: Blood Tubing Set

Classification Name: Hemodialysis system and accessories
Classification Number: Class Il per 21 CFR 876.5820

Product Code: FJK (Set, Tubing, Blood, With And Without Anti-

Regurgitation Valve)

Classification Panel: Gastroenterology/Urology

5.3 Predicate Device Information

Fresenius Blood Tubing Set (K120823)

5.4 Device Description

The Tablo™ Cartridge comprises a single-use, sterile Blood Tubing Set attached to an Organizer.
The Organizer ensures proper placement of the Blood Tubing Set with the Tablo Hemodialysis
System. The Blood Tubing Set consists of an arterial line, a venous line, an adaptor to connect
the two lines, a saline line, a pressure transducer protector, a venous drip chamber, an arterial
pressure pod, and a heparin syringe line. The Tablo Cartridge is developed exclusively for use
with the Tablo Hemodialysis System. It is single-use, offered in one configuration, and provided
sterile.
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5.5 Indications for Use

The Tablo Cartridge is a single use, disposable arterial and venous bloodline set intended to
provide extracorporeal access during hemodialysis. The Tablo Cartridge is compatible only with
the Tablo Hemodialysis System.

5.6 Technological Characteristics
The Tablo Cartridge (Subject Device) utilizes Fresenius Blood Tubing Set (K120823) as its

Predicate.

5.6.1 Tablo Cartridge vs. Fresenius Blood Tubing Set (K120823):

The Subject and Predicate Devices have equivalent technological characteristics:
e Intended Use — To provide extracorporeal access during hemodialysis.

e Materials — Primary fluid path materials are Polyvinyl Chloride (PVC) and Polypropylene
(PP).

e Design & Construction - Polyvinyl Chloride (PVC) tubing of various lengths and
diameters, with color-coded pinch clamps, color-coded injection ports, heparin line,
saline line, and pressure monitoring components.

e Sterility - Sterile, single use, non-pyrogenic.
e Priming Volume - Priming Volume of <300 ml

Minor differences exist in the technological characteristics of the Subject and Predicate Devices.
None of the minor differences raise any new or different questions of safety or effectiveness.
The differences include:

e Subject Device is mounted on an organizer to facilitate interface with the machine’s
front panel. The Predicate does not have an organizer and the tubing is uncoiled and
attached to the machine.

e The Inner Diameter (ID) of the Blood Pump Segment of Subject Device is smaller than
that of the Predicate Device.

e The default configuration of the access point used for both systems is a double needle
configuration, though the Predicate is also equipped with the option of a single needle
configuration.

e The pressure measuring component of the Tablo Cartridge is different from that of the
Predicate.
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5.7 Performance Data
The following Performance Testing, developed in accordance with appropriate guidance
documents and relevant standards, has been performed on the Subject Device to support the
determination of substantial equivalence:

e Functional testing.

e Biocompatibility testing.

e Packaging and shelf life testing.

e Sterilization validation.

e Pyrogenicity testing for the blood fluid path.
The results of all these tests demonstrated the Tablo Cartridge is safe and does not raise new or
different questions of safety or effectiveness as compared to the Predicate.
5.8 Conclusion
The Performance Testing demonstrated the Tablo Cartridge meets all performance
specifications and complies with applicable standards and FDA Guidance Documents. The Tablo
Cartridge is substantially equivalent to the Predicate, and the minor differences in the
technological characteristics of the Subject and the Predicate Devices do not raise any new or
different questions of safety or effectiveness.
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